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Quality Issues in Europe

European Molecular Genetics Quality Network

EMQN  

The CRMGEN Project
Certified Reference Materials for Molecular 

Genetic Testing



Quality Issues in Europe

• More than 100 laboratories / centers in different settings

• More than 1000 rare diseases can be tested

• Lack of centralized and uniform information about service

• Limited networking

• Lack of harmonized and standardized EQA / PT

• Lack of reference materials

• Limited number of QA accredited labs

• Need for more information / training to lab in QAu issues

• Limited analytical and clinical validation of tests

• Insufficient counseling
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WP Coordination; IPR issues; Fellowships; Health Policy issues; Expert Laboratories Network
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Milestones and expected results



WP1 Quality ProceduresWP1 Quality Procedures

Objectives related to QC material project CDC

Harmonize the quality systems and accreditation / certification requirements for 
genetic testing services and EQA / PT schemes in Europe:

– Determine the specific requirements for accreditation of genetic

testing services.

– Develop and disseminate guidelines.

– Organize Training Courses and Workshops for genetic testing 

services undertaking accreditation, scheme organizers and quality 

assessors.



WP1 Quality ProceduresWP1 Quality Procedures

Description of work 

Organize meetings and teleconferences with representatives of EA, national 

accreditation organizations (SWEDAC, SAS, BELAC, CPA, CCKL, etc) and other 

interested parties (ISO, ESHG, OECD, CAP, CDC, HGSA)

- to review the existing standards and guidelines for laboratory 

accreditation and for certification; 

- to determine the specific requirements for accreditation of genetic testing 

laboratories and for certification of EQA schemes.

Develop draft guidelines for accreditation of genetic testing services, to harmonize 

standards and the criteria applied by auditors:

- disseminate the guidelines to accreditation and genetic testing services.



WP2 QAu databaseWP2 QAu database
Objectives related to QC material project CDC

Determine the current status of Quality Assurance (QAu) in European Genetics 

Laboratories. 

Make QAu information of European laboratories publicly available:

– To disseminate information to potential partners and/or consumers 

(patients, doctors, laboratories, support associations, companies) to 

facilitate informed choice of a medical genetics laboratory.

– To encourage participation in QAu by providing added value for 

participating laboratories.

– To increase public confidence by increasing transparency and public 

awareness of the investment in quality assurance.



WP2 QAu databaseWP2 QAu database

Description of work 

Research current QAu status in European laboratories

Existence of SOP’s and internal quality control

Participation in EQA / PT

Create and maintain a database with QAu information of European Laboratories



WP6 Reference Systems and ProceduresWP6 Reference Systems and Procedures

Objectives (1)

1. To identify and describe the present and future needs for Reference 
Materials (RM) and Reference Measurement Procedures (RMP) for genetic 
testing.

2. To set priorities for the development of new Reference Materials and new 

Reference Measurement Procedures (which combine to define Reference 

Measurement Systems)

3. To support implementation of traceability for routine diagnostic methods to 

described RMs and/or RMPs.

4. To support implementation of traceability for In Vitro Diagnostic 

Devices (IVDs) to described RMs and/or RMPs with the respective 

manufacturers



WP6 Reference Systems and ProceduresWP6 Reference Systems and Procedures

Objectives (2)

5. To support improvement of quality and harmonization of genetic testing by 

definition of guidelines for the development of Reference Measurement 

Procedures and Reference Materials in this field.

6. To build an enduring network, involving all the key stakeholders in 

Reference Measurement Systems development.

7. To disseminate and leverage the knowledge gained during the CRMGEN 

project into practical applications in diagnostic molecular genetics.



WP6 Reference Systems and ProceduresWP6 Reference Systems and Procedures

Description of work 

Networking of stakeholders in RM’s development

Sharing of knowledge, experience and expertise in DNA based RM development 

via three types of actions:

1. Series of symposia on RM Development

2. Focused meetings of technical sub-groups

3. Co-operation in focused RM development projects.



Main deliverables EUROGENTESTMain deliverables EUROGENTEST

Guidelines and recommendations for quality assurance of genetic
testing and  counseling.

Availability of quality reviewed information (what, how, where) about 
genetic testing

Training of laboratory, medical, non-medical personell

Structuring and harmonization of testing in Europe

Networking and reference laboratories

International collaboration (OECD, ACMG, IFHGS)

Evaluation of impact of procedures on society (economic, social, legal)



EUROGENTEST
Network of Excellence

More information available after starting date 
www.eurogentest.org


